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Global Medical Services

200 Abbott Park Road AP34-2
Abbott Park, Tllinois 60064-6186
Office: 1-800-633-9110

Fax: 1-847-938-0644

November 2, 2004

To Whom it May Concern;

Abbott Laboratories has received an adverse event report in which your product, Levothyroxine
Sodium Tablet®™, was identified as a suspect drug. We are forwarding this information to your
company for your use in complying with the FDA regulations for the reporting of spontaneous
and clinical adverse events and ICH Guidelines on Clinical Safety Data Management:

Definitions and Standards for Expedited Reporting.

Patient information:

Phone number:

The patient experienced increased fatigue and feeling cold with Levothyroxine Sodium Tablets.
Should you wis{\‘ to contact us, please call 1-800-633-9110

Sincerely,

Ray Labayo, RN, BSN

Abbott Laboratories

Medical Services Specialist

Global Pharmaceutical and Research Department

CONFIDENTIAL
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Dept. R422, AP34-2S

Abbott Laboratories

200 Abbott Park Road

Abbott Park, llinols 60064-6008

No Adverse Event Memo
Re: Synthroid

Date;l, November 2, 2004
_On 02 Nov 2004, we received a phone call rromﬁ who stated that she was
e:dpenencmg adverse events with Synthroid. When the patient was contacted, the suspect
medlcatlon was identified as Levothyroxine Sodium tablets which are manufactured b

. The patient said she was recently switched to the Levothyroxine
Sodium tablets from Synthroid and was experiencing increased fatigue and feeling cold. There
s no adverse event with Synthroid. No further action was required.
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.SER MUST VERIFY CURRENCY OF PRINTED SOP/GUIDELINE AT TIME OF IMPLEMENTATION

Gidbal Medical Services, Pharmacovigilance
Global Pharmaceutical Research and Development

Medical Information and Product Safety
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